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E/C/F/TAF 
Protocol GS-US-292-1825 
Gilead Sciences, Inc. 

3. STUDY DESIGN 

3.1. Study Design 

Final 
Amendment 2 

This is an open-label, multicenter, single-rum study to assess the safety, tolerability, 
phrumacokinetics, and efficacy ofEICIFITAF FDC in HIV-1 infected adult subjects with 
ESRD on chronic HD. 

Approximately 50 subjects with ESRD on chronic HD will be emolled. All subjects will switch 
from their cunent antiretroviral regimen to EICIFITAF on Day 1. The total treatment dmation 
will be at least 96 weeks. After the Week 96 visit, all subjects will stop study dmg and complete 
a 30-Day Follow-up visit. 

Figure 3-1. 

Screening 

Study Schema 

Day 1 
Week48 

(Prima1y Endpoint) 

�~� 30 days 
prior to 
Baseline 

96 Weeks of Treatment on EICIFITAF 
(n = approximately 50/ 

30-Day 
Follow-upb,c 

a Following the Day 1 visit, subjects will retmn for study visits at Weeks 2, 4, 8, 12, 24, 36,48, 60, 72, 84, and 96. 
b After 96 weeks, subjects will stop study dmg and c.omplete a 30-Day Follow-up visit to end their participation in the study. 
c Subjects who discontinue study drug administration before their Week 96 visit, will complete an ESDD visit. These subjects 

may remain on the study off study dmg up to the Week 96 visit. Upon completion of Week 96 visit, subjects may be 
require·d to retmn to the clinic for a 30-Day Follow-up visit to complete their participation in the study. 

3.2. Study Treatments 

Subjects who provide written consent and meet all eligibility criteria will receive 
elvitegravir 150 mg I cobicistat 150 mg I emtricitabine 200 mg I tenofovir alafenamide 10 mg 
(EICIFITAF), on Day 1. 

Study dmg will be administered orally once daily with food at approximately the same time 
every day. On the day of hemodialysis, study dmg administration should occm after completion 
of hemodialysis. 
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E/C/F/TAF 
Protocol GS-US-292-1825 
Gilead Sciences, Inc. 

3.3. Duration of Treatment 

Final 
Amendment 2 

The study will consist of a 30-day screening period (within 30 days before Day 1 visit), followed 
by a 96 week treatment period. After Day 1, subjects will retmn for study visits at 
Weeks 2, 4, 8, 12, 24, 36, 48, 60, 72, 84, and 96. 

After Week 96, subjects will stop study dmg and complete a 30-Day Follow-up visit. 

3.4. End of Study 

End of the study will occur when the last subject emolled in the study has completed their 
last observation (or visit). 

3.5. Post Study Care 

After a subject has completed/te1minated their participation in the study, long-tenn care for the 
subject will remain the responsibility of their primmy treating physician. 

3.6. Source Data 

Sponsor will provide somce document worksheets for all study visits. 

3.7. 

PPD 

CONFIDENTIAL 

~PD 
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